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BBepeHune

Cxembl BHellHen oueHkn kadecTBa (CBOK) aBnaoTca HeoThbemMnNemMon 4acTbio MexaHuama nogaepxa-
HWA U yNyYLIeHNs aHanMTUYecKoro kayecTea MeTooB 1 MeAULNHEKON 3¢pheKTUBHOCTN pesynbTaToB KIUHU-
yecknx nabopatopuin. Hanbonbwee pas3sutve CBOK nmonyuyunm B Tex obnacTtsix, B KOTOPbLIX MOMAyYatoT
NPeMMYLLECTBEHHO KOTMYECTBEHHbIE, YACTIEHHbIE Pe3yNbTaThl, B YaCTHOCTU B KIIMHWYECKON BUOXUMUN, rema-
Tonornv, nmmyHonornun 1 1. . Bnpodem, CBOK MoryT Taikke NpUMEHATb Mpyu NPoBeAeHUN KauyeCTBEeHHbIX
nccneaoBaHWUiA UK UccnegoBaHuin 6onee cybbeKTUBHOMO Xapakrepa B Taknx obracTsax, Kak MUKpobuonorusi,
napasnTonorns, rmcTo- Unn LMTonaTonorus.

YyacTne 1 nonyyeHue yaoBneTBopuTensHblX pesynstatoB B CBOK BeINOMHAKT BaxkHywo (pyHKLNIO B
MOBbILLIEHNM CTAHOAPTOB B TabopaTopHO MeguunHe, a Takke B MOBbILUEHWW 3HAHWUIA NPpOBanaepoB U y4acTHU-
KOB O MOTEHLMarnbHbBIX BO3MOXHOCTSX 1 OrpaHnYeHusIX abopaTtopHblx nccnenoBaHunin, O6beKkTUBHbIE aHHbIE
CBOKHeobxogu1mbl 4nist ycTaHOBNEHWUSI COOTBETCTBUS AesATeNnbHOCTU NabopaTopun TpeboBaHUsIM MegULUHEI.

CBOK yxe cTanu HeoTbeMIeMOo YacTblo CUCTEM akkpeauTauui nabopaTtopuia, kak 0bsizaTernbHONM, Tak
n HeobsizaTenbHbIN, B cTpaHax EBpocotosa. Hagnexawas knuHudeckas nabopaTopHas npakTuka BKoYaeT
B cebsl B KauecTBe KOMMOHEHTOB cUcTeMbI obecrneyeHns KadecTBa Kak BHELUHIO OLEHKY KadecTBa, TakK U
BHYTPEHHWIA KOHTPOMb.

Momumo BbINnonHeHnsa ocHoBHbIX 3agad CBOK (cm. PykoeoacTeo ISO/IEC 43-1), agaHHble CBOK gatot
LEeHHYI0 MHopMaLIMIo, NO3BONAOLLYIO NPOBOANUTL CPpaBHEHNE MeXAY HOBbIMU U CYLLLECTBYIOLLMMU aHaNUT -
YeckMMU npoleaypamMu (BkNoYvas MeguuuHCKUue usfenna Ans gMarHocTuku in vitro, ganee — vusgenns),
noATBepXdaTb MexnabopaTopHyo CONOCTaBUMOCTb METOAMK, BLISIBASATL HAPYLLIEHUS B UX BLIMOSTHEHUM UITN UX
HeJocTaTku, KOTOpbIe MOTYT NPOSIBUTLCS TOMBKO MOCNe UX ANUTENBHOrO N LUMPOKOro ncnons3osaHus. CBOK,
B KOTOPbIX KOHTPOSIbHbIE 06pas3Lbl UMELOT 3Ha4YeHWs1, NoNydYeHHbIe pedepeHTHEIMU MeTOANKaMUN BbIMOTHEHNSA
N3MepeHUn, MoryT NpeaocTaBnATh AaHHbIE O MPaBUNLHOCTU Pe3yrbTaToB, NONYYEHHBIX C MOMOLLLIO pasHbIX
meToaunk; CBOK, B KOTOpbIX KOHTpOSbHEIE 0Opa3Lbl pacchifialoTcs NOBTOPHO M 4OCTATOYHO YacTo, MOTyT
JaBaTb MHMOPMALMIO O BOCNPOUIBOAUMOCTUA W, HANpUMEp, BO3SMOXHBLIX MOCNEACTBUSIX TeX U3MEHEeHUNA,
KOTOpble NPOUCXOAAT B U3AENUSX.

OcHoBHble uenu koHkpeTHbIX CBOK BapbMpytoT OT HanpaBneHHbIX B OCHOBHOM Ha obecneveHne cooT-
BETCTBUS 3a4aHHbIM KPUTEPUSIM Ka4eCcTBa [0 UMEILLMX Liefbio AaTb 0OLLY0 OLEHKY Y NOATBEPAUTb yilyyLle-
HMEe KayecTBa KOHKPETHBIX YCIyr, HanpuMmep npu passBuTUM CeTU YHaCTHUKOB CXeMbl UMW B YCTaHOBMEHUN
KpUTEepUeB OJ1s1 OLLEHKN KavyecTBa BbIMNOMHEHUs1 bonee cybbeKkTUBHBLIX MccrefoBaHui. Beneacteue atoro
pasHble cXeMbl OTINYATCA ApYr OT Apyra Takummn geTansiMu, kak cnocobbl opraHusauum (HanpuMep, opra-
HaMW rocygapcTBEHHOW BNacTu, npodeccnoHarnbHbIMM COOBLLECTBaMM UMM NPOMBbILLAIEHHBIMUW KOHLIepHaMu),
CBOWCTBA M YacToTa pacchliikn 06pasuoBs, cnocobbl OLEHKN pe3ynbTaToB.

YuutbiBas pasHble chyHKUUn 1 Lenn CBOK, HEBO3MOXHO 1 HexXenaTenbHO HaBA3bIBaTb eAUHCTBEHHbIN
OJ1s1 BCeX cxem TUM OpraHn3aLunun, U HacTOSILWMIA CTaHgapT He npegnonaraeT genatb 910, O6Wwme NpuHLMnbI
pa3paboTku 1 opranmaauunn CBOK nanoxeHol B Pykosoactee ISO/IEC 43-1 v BkovatoT:

- NCNOMb30BaHWe NOAXOAALWMX KOHTPOSTbHEIX 0Bpa3LIoB;

- acbpekTUBHAA paccbinka 06pasuoB ydyacTHUKaM (Hanpumep, B nabopaTtopun Wunu no mectam
BbIMOMHEHUS NPUKPOBATHLIX UCCNefOBaHNA);

- bbicTpasi 0bpaboTka nonyvyaemblX JaHHBIX;

- BO3BpalleHNe y4acTHUKaM 3akMoUYeHUn, YeTKO UHTeprnpeTUpyeMbIX B COOTBETCTBUN C 3afaHHbIMU
KpUTEpUsIMU;

- MexaHn3Mbl NocrneayWnx 4eNCTBUN NPY BbISIBNEHUN HEYAOBNETBOPUTENBHOIO KavecTBa (Hanpumep,
oKasaHWe KOHCYNbTaTUBHOW MOMOLLN).

Ans Toro ytobbl CBOK Mornuv npeaoctaButb AaHHbIE, KOTOPbIE MOTYT ObITb UCMOMb30BaHbI AMs1 MOHW-
TOpUHra aHanUTUYECKNX KauecTB KOHKPETHBIX MeToAUK (BKNoYast n3genus), npuMeHsiioT AoNONHUTENbHbIe
cnoco6bl. Hanpumep, CBOK gomkHa ogHO3HAYHO MOEHTUMNLMPOBATE KOHKpPeTHBIE MeToauKA (M34enus),
NCNOb3yeMble CO CTaTUCTUYECKN 3HAYNUMbIM YACTIOM YH4aCTHUKOB, U, 6onee Toro, oHa AosmkHa bblTb cnocobHa
anddepeHLMpoBaTb YacTb 0OLLEN XapaKTepuUcTWKMA KadecTBa, onpedensiemMoii cobCTBEHHO MeTOAUKON
(n3penuem), oT TOW, KOTopasl ornpefeneHa KavyecTBOM €€ BbIMOMHEeHUsA (erc MpUMeHeHNs) KOHKPEeTHbIM
nonb3oBaTenem.

Hactoawwmii ctaHgapT onpegensiet, kakum obpasom CBOK MoxeT yaoBNeTBOPATb KpUTEPUSIM OLLEHKN
KadecTBa npoueaypsbl (n3genus). Takum obpazom, CBOK moxeT obecneuntb NOCTMapKeTUHIOBbIA MOHUTO-
PWHT N3denui, kak oTmeveHo B [ipekTuse 98/79 EC, B MHTepecax N3roToBMTENen U Nonb3oBaTenen.

WHdopmaunsa o cooTBeTcTBMM TpeboBaHusaMm gupektue EC npegctaBneHa B cnpaBOYHOM MpUMOKe-
HUK ZA, KOTopoe SIBNAETCA HeOTbeMINEMON YacTbIo HACTOSLLEro cTaHaapTa.

v
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M E XTTocyaAPG CTHBETHTHUBbB H# C TAHAODAPT

NMPUMEHEHUE CXEM BHELLUHEN OLIEHKU KAYECTBA
NMPU OLUEHKE KAYECTBA METOOOB ANATHOCTUKM IN VITRO

Use of external quality assessment schemes in the assessment of the performance of in vitro diagnostic
examination procedures

Data BBegeHna — 2017—03—01

1 O6nacTb NpMMeHeHus

HacToswumia ctangapt pacnpoctpaHsaetca Ha CBOK, oaHoM 13 yHKLUA KOTOPLIX SIBNSIETCS OLleHKa r
aHanusnokasaTenen kayecTBa onpeaeneHHbIX MeTO40B ANarHOCTUKM in vitro (B TOM YUCTie MeJULUMHCKUX U3ae-
WA ANS QnarHocTukK in vitro, panee — nzgenus). CtaHgapt ycTaHasnmeaeT TpeboBaHus kK CBOK, BeinonHe-
HWe KoTopbIX Heobxogumo, a4ns Toro 4to6bl CBOK 6bina cnocobHa BeINOMHATL crieaytowwme hyHKLMK:

- paspaboTka CXeMbl U ee opraHM3aLus;

- naeHTUUKaL A MeToaUK (U3AESTNI), UCTIONb3YEMbIX yHacTHUKaMu;

- Knaccupmkaumsa 1 aHanus gaHHbIX.

MpwumeyaHwue— [JaHHeie CBOK, nonyvyaembie B COOTBETCTBMM C YKa3aHHbIMU KPUTEPUSIMU, MOMOTYT MPON3BO-
AVTEnNsM, MNonb30BaTensaM UM KOMNETEHTHBIM OpraHM3aumsaM NPOBOAMTE HE3ABUCUMBIA NOCT-MapKETWHIOBbLIA MOHUTO-
PVHT KauecTBa U3genum.

HacToswwmia ctangapT He onpeaenseT npasuma, o KOTOPbIM A0IDKHBI ObITb opraHnsoBaHbl Takue CBOK,
UN1 NpoBeAeH aHann3 kKauecTBa UHANBMAYaNbHOW NGO KONNEKTUBHOM paboThl KNMHUYECKUX NabopaTopuii.

2 HopmaTuBHbIe CCbINKKU

Ons npumeHeHns HacTosLero cTaHgapTa HeobxoAnMbl crieaytoLlme CCblNIoYHble AOKYMeHThI. [ng gatu-
POBAaHHBIX CCHINTOK NPUMEHSAIOT TOMLKO YKasaHHOE U3daHue CCbINOYHOro AOKYMeHTa, AN HedaTUpoBaHHbIX
CCBINTOK MPUMEHSIIOT NocrieAHee n3aaHune cCblfIo4YHOro JOKyMeHTa (BKtoYas BCe ero U3MeHeHus ):

EN375:2001" Information supplied by the manufacturer with in vitro diagnostic reagents for professional
use (MHdopmaums, npegocTaBnsieMas NsroToBUTENEM C peareHTamMmu 4ns AnarHocTuku in vitro ans npodeccn-
OHarbHOro NPUMeHeHus1)

EN 12286:19982 In vitro diagnostic medical devices — Measurement of quantities in samples of
biological origin — Presentation of reference measurement procedures (Msgenua meanumnHckie onsa gnarHoc-
TUKKM in vitro — W3amepeHne BenuumH B Buonorudecknx npobax — MpegctaBneHne Metoauk pedepeHTHbIX
N3MEepPEHU)

EN 45003:1995% Calibration and testing laboratory accreditation systems — General requirements for
operation and recognition (ISO/IEC Guide 58:1993) (CuctemMbl akkpeauTaLnm KannbpoBoOYHbIX 1 UCbITaTeNb-
Hbix nabopatopunin — OBLWwne TpeboBaHNs K YHKLMOHUPOBAHUIC U MPU3HAHWIO)

" 3amenen Ha EN ISO 18113-2—2013. OpaHako gns ogHo3Ha4YHoro cobnioaeHnst TpeboBaHUSA HACTOSILLErO CTaH-
AapTa, BblPaXXeHHOTO B AaTUPOBaHHON CCbINKe, PEKOMEHAYETCH MCNOMb30BaTh TOMNLKO YKa3aHHOE B 9TON CCbISIKE U3gaHue.

2) 3ameHeH Ha EN 1SO 15193—2009. OgHako ansi 04HO3HauHoro cobniogernsi Tpe6oBaHUs HAaCcTOSILLEro cTaHaap-
Ta, BbIPaXXEHHOTO B AaTUPOBAHHOW CCbINKe, PEKOMEHAYETCH NCNOSb30BaTh TONBKO YyKa3aHHOE B 3TOW CCbINKe N3JaHue.

3) 3amereH Ha ENISO/IEC 17011—2005. OgHako Ans ogHO3Ha4YHOro cobnoaeHns Tpe6oBaHMs HACTOSILLLETO CTaH-
JapTa, BbIPaXEHHOro B 4aTMPOBAHHOW CCbINTKE , PEKOMEHYETCSI MCMONb30BaTh TOJBKO YKa3aHHOE B 3TOMN CCbINKE U3aHune.

UspaHve ocpnumanbHoe
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EN ISO 15195 Laboratory medicine — Requirements for reference measurement laboratories
(ISO 15195:2003) (NabopaTtopHas MeanumMHa — TpebosaHua K nabopaTopusim pedepeHTHBIX U3MepeHUniA)

EN ISO 17511 In vitro diagnostic medical devices — Measurement of quantities in biological
samples — Metrological traceability of values assigned to calibrators and control materials (ISO 17511:2003)
(N3penusa meguuMHCKUe Onst AMarHoOCTUKK in vitro — WNameperune BenuunH B 6uonornyecknx npobax. Metpo-
nornyeckas NpocnexvsaeMocTb 3Ha4YeHNA, NPUNNCaHHbIX KannbpaTopam 1 KOHTPOSbHBIM MaTepuanam)

EN ISO 18153 In vitro diagnostic medical devices — Measurement of quantities in biological
samples — Metrological traceability of values for catalytic concentration of enzymes assignhed to calibrators and
control materials (ISO 18153:2003) (M3genus meguuMHCKUe ANS AMarHOCTUKN in vitro. UsMepeHne BenuinH B
6uonornyecknx npobax. MeTponornyeckasi NPOCNEXMBAEMOCTb 3HAYEHUA KaTannTUIeCKoW KOHLEeHTpaLmm
depMeHTOoB, NpUNUCcaHHbIX KannbpaTopam 1 KOHTPOSbHBIM MaTepuanam)

ISO 3534-1:1993 Statistics Vocabulary and symbols — Part 1: General statistical terms and terms used
in probability (CtaTtuctnka — CroBapb U ycrnoBHble 0603HaveHns. — YacTtb 1. BeposaTHOCTb U OCHOBHbIE CTa-
TUCTUYECKNE TEPMUHDBI)

International Vocabulary of Basic and General Terms in Metrology (VIM), 2nd edition, Geneva: 1ISO,1993
(MexayHapoaHblii crioBapb MeTponornn — OCHOBHbIe 1 o6Lme NOHATUSA 1 COOTBETCTBYHOLLME TEPMUHDI)

3 TepMuHbI M onpeaeneHus

B HacToswemM cTaHgapTe NpUMeHeHbl TePMUHBI, Mcnonb3oBaHHble B EN 375, EN 12286, EN ISO 17511,
EN 45003, ISO 3534-1, MexayHapogHom crioBape MeTponornm — « OCHOBHble 1 obLyme NoHATUS U CoOoT-
BeTCTBYOWMeE TepMuHbl» (VIM), a Takke crieyrowme TepMUHbI M COOTBETCTBYIOLLNE OnpeaeneHns:

3.1 npunucaHHoe 3HayYeHUe (assigned value): 3HauyeHue, NpUNUCaAHHOE KOHKPETHOM BeNUUNHe, NS
KOTOPOro NPUHATO, MHOTAa No A0rOBOPEHHOCTU, UTO ero HeornpeaeneHHOCTbL COOTBETCTBYET 3alaHHOM Lienn
(PykosoacTeo ISO/IEC 43-1:1997).

3.2 BHewHAA oueHKa kavecTBa; BOK (external quality assessment, EQA): OnpeaeneHue kayecTsa
NHONBUAYANbHOW N KOMMEKTUBHOW paboThl NabopaTopyMy 1 kadyecTBa METOOO0B UCCIeAoBaHUs NyTeM Mex-
nabopaTopHOro CriMyeHus.

MpumedyaHune—BOKHocAT npenmyLLecTBEHHO 06pa3oBaTerbHbIN XapaKkTep U MOryT BKItoYaTk B cebs gonorn-
HUTENbHbIE 3aZ1a4U1 UCCINEA0BaHWS.

3.3 HoMuHanbHaA Wkana (nominal scale): Lkana c HA60POM BO3MOXHbIX 3HAYEHW onpeaeneHHoro
nokasaTens, KoTopble MOryT OblTb CrlIOBaMU 1K 3HakamMn 6e3 kakon-nmbo cBsA3N C BENUYNHON.

Tpumep — Mpynna kposu (A, B, AB, 0).

MpwuMedaHn e — 3HaueHns MOTyT GbiTb NPEACTABMNEHbI B MPOM3BONBHOM NMOPAAKE UCXOAs U3 NPaKTUYECKNX CO-
obpakeHWi 1 JOrOBOPEHHOCTEN.

3.4 oppuHanbHas wkana (ordinal scale): Lkana c ynopsagovyeHHbIM HabopOM BO3MOXHbIX 3HA4YEHWN,
Kaxkgoe U3 KOTOPbIX BblpaXeHo onpeferieHHbIM CIIOBOM UMM CUMBOSIOM, UCNONb3yeMas Ansl paHXnupoBaHus
BENUYMH JAaHHOrO nokasartens, npu 3ToM pasnnyuust UM OTHOLUEHUSI MEXAY 3HauYeHUsIMU LIKanbl He UMetoT
apuMeTUUYeCcKoro cMeicna.

Tpumep — crnosa «He O6HapyxeHO», «CNabo NoAOXKUMENbHbIUY, «MOI0XUMEeNbHbIUY, «CUTBHO MOJIOXKU-
menbHbIt» unu yugpsi 0,1, 2, 3.

3.5 ueneBoe 3Ha4veHue (target value): MNpuHAToe pechepeHTHOE 3HaAYEHMUE.

3.6 pedbepeHTHaa MeToaAukKa usMepeHun (reference measurement procedure): TwaTenbHO N3yYeH-
Hasi MeTo4MKa BbINOMHEHUS U3MEPEHUWI, AatoLast 3Ha4YeHWs C HeonpeaeneHHOCTbIO M3MepeHUsl, COOTBETCTBY-
loLLLe NpegnonaraeMoMy NpUMMeHeHUo, 0cOBEHHO MNP OLIEHKE NPaBUIIbHOCT APYTMX METOAUK U3MEPEHUNSsI TON
e BeNMYMHbI N XapaKkTepucTUKe cTaHdapTHbIX 0bpas3LoB.

3.7 pedepeHTHOE 3HauveHue (reference procedure value): 3HayeHue, NONyYEHHOE C MOMOLLbLIO
pedepeHTHON MeTOONKA U3MEPEHUIA.

3.8 KOHTponbHble o6pa3ubl (survey sample): Obpa3supl, HanpaBnseMble y4acTHUKaM 49 BbINOAHe-
HWUS1 onpefeneHHoro BUaa UccneqoBaHus, pesynbTaThl KOTOPOro Bo3BpaluatoTcest opraHnsatopy CBOK gns
He3aBUCUMOW OLLEeHKN KayecTBa.
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4 Tpe6oBaHus K noctpoeHnto CBOK

4.1 OpraHunzatopbl CBOK gomkHbl cchopMynupoBaTh Lienn ee nporpaMmm 4o Havana ux BblMoNHEeH s,
4.2 Opranusatopbl CBOK gomkHbl MICNOMNL30BaTb KOHTPOSbHBIE 0OpasLbl, KOTOPLIE MO Mepe BO3MOX-
HOCTW TOYHO MMUTUPYIOT CBOMCTBA pearibHbIX 06pa3uoB, MccnegyemblxX OLeHUBae MO MeTO4MUKON.

Mpunmevannme 1— O NpUNUCBIBAHUM LEMEBbIX 3HAYEHUM KOHTPOMbHBLIM MaTepuanam npuBEOEeHO B
ENISO 17511.

MpumMedvaHne 2—B HEKOTOPLIX CrydYasiX A5l OLEHKU LienecoobpasHo MCronb3oBaTb HABOP KOHTPOMbHLIX
06pasLoB C pasHbIMK LENEBLIMU 3HAYEHWSIMM,

MpumevaHune 3— OTBETCTBEHHOCTb opraHmaatopoB CBOK 3a ncnonb3oBaHWe KOHTPOINbHBIX 06pasuoB C
COOTBETCTBYOLLMMU CBOMCTBaMK cchopmynuporaHa B Pykosogctee ISO/IEC 43-1.

MpumevaHue 4 — OpranHusatopsl CBOK He AOMKHbI MCMOMb30BaTh KOHTPONbHbIE 00pa3ubl, cogepxalme
Hedumanonormdeckoe JOOABKU, KOTOPbIE MOTYT MPUBECTMW K HEMPaBUINBHOMY (DYHKLMOHUPOBAHWIC OTAENbHbIX U3AENvn.

4.3 YacToTa npoBeaeHWs1 LUKMOB OLIEHKM KavyecTBa J0SKHa COOTBETCTBOBATbL OLEHUBaeMoMy BUY
nccnegoBaHns, HO NPeancYTUTENbBHO He pexe LecTu pas B rod. nsa obecneyeHnst BO3ZMOXHOCTU CLEHKN
KayecTBa HOBOro M3genust obpaboTka pe3ynbTaroB, MOMYYEHHBIX OT YYAaCTHUKOB AaHHOMO LMKMa, OOSPKHA
ObITb BbINOJIHEHA NO BO3MOXHOCTU BLICTPRO.

4.4 [1ns OUEHKM XapakKTepUCTUK KOHKpeTHoro nsgenus gnsand CBOK gomkeH obecnevmBaTth OLEHKY
pesynbTaToB, CrPYNNMPOBaHHLIX MO U3AEMNNI0 NN METOZMUKE.

MpwumedaHune— OueHKy MOXHO NPOBOANTDL Arsi onpeaerneHHON KOMOUHaLUUM N3aernuin, Hanpumep UHCTPYMEH-
Ta, peareHTa u kKannbpoBoYHOro MaTepuarna.

4.5 [na kaxnoro nsgenusi, NocTasnsieMoro KOHKPETHbIM NMpon3BocaunTenem, cnegyet coobwaTtb o yac-
TOTHOM pachnpegeneHnn, oueHKke MmatemMmaTn4eckKoro oxmgaHmaA (HaI'IpI/IMep, Meﬂ,l/laHa) n Mepax aucnepcumn
(HaI'IpI/IMep, CTaHgapTHOE OTKIOHEHUE, KBaHTI/IJ'II/I) pes3ynbtatoB y4aCTHUKOB B TOM Cliy4ae, eClii 4nucno
Y4aCTHUKOB OOCTaTOYHO ANA npoBejeHnd CTaTUCTUYECKON OLLEHKM.

Mpumevanune 1—[nA pasHbix n3genui, NpegHasHavYeHHbIX 451 NCCregoBaHUSA OQHOW U TOW XXe BENMUYUHDI,
TpebyeTcs METPONorMyeckasl NPOCNeXNBaeMoOCTb UX KarnmbBpoBKM K OHOW U TON e pehepeHTHON MeToaMKe N3MEPEHU,
T. €. MarteMaTnyeckue OXUAaHusl pacnpeaeneHuii peaynbraTtoB, NONMyYeHHbIX ¢ NPUMEHEHUEM 3TUX U3AENUNIA, HE JOIKHbI
3HAYMMO OTNMYATLCSH OT LiENeBbIX 3HAYEHWI, NMONMyYEeHHbIX C MOMOLBI0 pedepeHTHOM METOOUKU B TEX e obpasLax.

MpumevaHue 2— OpranHusatopsl CBOK gomkHbl, npy HEo6X0ANMMOCTH, UMETb BO3MOXHOCTE 06paTUTLCH B
naGopatoputo, cepTuULMpOBaHHYto B cOoTBETCTBUM € ISO 15195, koTopasi MOXeT onpeaenutb pedepeHTHbIE 3HaYeHUs
C YCTaHOBMNEHHON HEONPEeAEneHHOCTHH0 U METPOIONMHYECKON NPOCINEXNBAEMOCTBIO.

4.6 CBOK gomkHa 6bITb MOCTpoeHa TakuM obpa3om, 4Tobbl ee opraHuzaTopbl Mornn auddepeHunpo-
BaTb NoKa3aTesnn KayecTBa KaXK4oro OTAeNbHOIo y4acTHUKa oT obLmx nokasarernen kavyecTsa 4naa gaHHoN
MEeTOAUKN.

4.7 Bbibop MeTOAMK, MPUMEHSIEMbIX 1151 NOYYEeHUS 3HAYEHWIA, MPUMNCBIBAEMbIX KOHTPOBHBIM 0bpas-
Lam, JOMKeH COOTBETCTBOBATL OLIeHMBaeMOMY BUAY UCCIeoBaHUS.

MpnmevaHune 1 — MNpumepbl NPUNUCAHHBLIX 3HAYEHWI:

- 3Ha4YeHue, NoNy4eHHOEe C NOMOLLBI0 pePepeHTHOW METOAUKN N3MEPEHUN,
- 3Ha4eHue, onpeaerieHHoe Mo N3BECTHOMY cocTaBy obpasua,

- METOA-3aBUCKMOE UITN METOZ-HE3ABNCHMMOE KOHCEHCYCHOE 3Ha4YeHune.

M pnmMmevyaHune 2— rlpe,El,I'IOLITVITeJ'IbHO ncnonb3oBaTb NPUNUCaHHble 3Ha4YEHUA C YCTaHOBINEHHBIMU Heonpeae-
NEeHHOCTAMMW.

4.8 Ecnu 3HadeHust npunucaHbl MexayHapoaHo MpusHaHHON pedbepeHTHON MeTOOUKON U3MepeHUn,
cneayeT BbINONHATL TpeboBaHua ctangapTos EN 12286, EN ISO 15195 MEN ISO 17511.

4.9 Opranusatopbl CBOK gomkHbl 4OKYMEHTMPOBaTh, kakuMm obpasom Obinn onpegeneHsl NpunncaH-
Hble 3HaYeHus.
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5 Tpe6oBaHusa K opraHu3sauum, obecnevnBarowen pyHkumoHmposaHue CBOK

5.1 CBOK gomkHbl TPOBOAUTLCS KOMNETEHTHO opraHm3aunein, opuumansHo 4eNCTBYOLWEN B 061acTu
OWNarHoCTUKK in vitro.

5.2 Opranusauus, obecneunsatowwan pyHKLMoHnposaHne CBOK, gomkHa MMeTb He3aBUCUMBIA Meu-
LUHCKUIA U HaYYHBIA KOHCYIbTaTUBHBIA KOMUTET.

5.3 Opranusauus, o6ecnevnsatowas pyHkunoHmposate CBOK, gomkHa BbiTe cBObOAHa OT Moboro
BHYTPEHHEro U BHELWHero KOMMep4ecKkoro, (pMHaHCcoOBOro UM Apyroro KOHMIMKTa UHTepecoB, KoTopoe
MOXeT BMUSITb Ha HEe3aBNUCUMOCTb ee pellieHNiA NNW okasblBaTb oTpULaTENLHOE BO3AENCTBNE HA KAYeCTBO ee
paboThbl.

MpumedaHue—HaunoHanbHble OpraHbl MOTYT YCTaHOBUTL AOMOMNHUTENbHbIE TPeBGoBaHWA K KBanugrkaumm
opraHusaumm, obecnevnBaroLLen pyHkumoHmposanHne CBOK.

5.4 CBOK pomxHa ObITb opraHvM3oBaHa Takum obpasoM, UTobbl Bce yyacTBYylOLWME CTOPOHBI Bcerga
COXpaHsANn JoBEepUe OTHOCUTENBHO HE3AaBUCUMOCTU ee PeLLEHN.

5.5 OpraHusauus, obecneunBatowasa dpyHkuoHuposaHne CBOK, gomxkHa co3gaTb M nogaepxuBaTb
CUCTEMY MEHeXKMeHTa KayecTsa.

Mpumedvanue 1—BPykoeogcteax ISO/IEC 43-1 u MexayHapogHon accoumaumm no akkpeaTauum nabopa-
Topuii ILAC-G13 gaHbl npymepbl CUCTEMbI MEHEIXKMEHTA KadecTBa.

MpumeydyaHue 2— OpraHn3aumns AOMKHA OblTb aKKpeanTOBaHa HauMoHalbHLIM UITM €BPOMNENCKUM OpraHoMm
no akkpeauTaLmm u/mnv npuaHaHa HauMoHarbHbIM OpraHoM BMnacTu.

6 OueHKa aHANNTUYECKUNX MeTOOUNK

6.1 OOLWune nonoxeHns

6.1.1 CBoWcTBa KOHTPOISbHBIX 0BPa3LOB M MPUNUCaHHbIE 3HAYEHUS, N0 Mepe NMPUMEHEHNS, AOMKHbI
COOTBETCTBOBATL LIeNsM koHKkpeTHoro Lukna BOK n oueHnsaemore nsgenus.

6.1.2 JomxkHbl BbITb NpedcTaBnieHbl pes3ynbTaThl, NoNydeHHble KaXdon oTAeNbHON MeTOAMNKoR anar-
HOCTUKMN in Vitro, n X OLeHKN B COOTBETCTBUN C TPeboBaHNAMN, NMpeabsaBNAeMbIMUA K METOANKE.

6.1.3 Ecnu zasiBneHa NpocnexMBaemMocTb 3Ha4YeH s, MpUnncaHHoro KoHTponsHoMy obpasLy, 4o onpe-
AeNeHHOro MeTPOrorMYeCcKoro YpoBHs, 4OMKHbI NpUMeHsiTbesl TpeboBaHus EN 17511 nEN 18153,

6.1.4 OanHble, nonydeHHble B uukne CBOK, nognexar oleHKe ¢ NpUMEHEHUEM CTaTUCTUYECKUX METO-
0B, COOTBETCTBYIOLUUX TUMY OLeHUBaeMoro uccregosaHus. OpraHusaTtopsl CBOK gonxHbl onucaTb cTatuc-
TUYeckMe MeTodbl, BKIoYast MeTOAbI BhISIBIIEHUS BbIBPOCOB, 1 MPpeACcTaBUTb UX YHAaCTHUKAM CXEMBI.

MpunmevaHwue 1— Cm. takke PykoBogcteo ISO/IEC 43-1.

MpumevyaHue 2— OueHKa METOAUKM, OCHOBaHHAasA Ha [aHHbIX, NOMYYEHHbIX HA HECKOMNBKMX KOHTPOIbHbIX
obpasuax 1 oT HECKOIbKMX Nornb3oBaTtenein, siensietcs Gonee HageXXHON N peKOMEHAYeTCs K npumeHeHuto. Yncno obpas-
LOB W/Unn YactoTa NpoBeAEHMS LMKINOB 3aBMCUT OT amndariHa CBOK.

MpumevaHnune 3—Cwm. Tarke ISO 13528.

6.1.5 PesynbTathl, nonyyeHHsle CBOK, 4omkHbI 6bITe MHTEPNPETUPOBaHbI B COOTBETCTBUM C KpUTEPUSA-
MU UX NPUEMIIEMOCTN U C Y4ETOM 3asIBIEHHbIX U3roTOBUTENEM CBONCTB AaHHOro U3aenusl.

MpumedvyaHue 1 — KpuTepumn npmemMnemMocT pesyrnsraTtoB JOKHbI COOTBETCTBOBATL LENsAM UX MeAULMHCKO-
ro npumeHeHust (Hanpumep, GblTb OCHOBaHHBIMU HA BUonornyeckor BapuabenbHOCTV UNy Apyrumm cnocobammn) n 4ocTur-
HYTOMY KayecTBy m3genuii. B HekoTopbIX CTpaHax HauuoHanbHOe 3aKOHOAATenbCTBO, MpaBuiia WMNu pyKOBOACTBA
npegycmarpuBator takve kputepumn. Opranmsatopel CBOK Ha HauuoHanbHOM WM PernoHanbHOM YPOBHE AOIMKHbI
HaxoAWTb KOHCEHCYC MO UCMOMNb3yEMbIM KPUTEPUSIM C YHETOM U3NOXKEHHOTO B M. 6.1.4.

MpumeyaHwue 2— [nsBenn4nH, 3Ha4EHWs1 KOTOPLIX HE NpocnexneatoTes Ao eguHny CH, Heo6xoanmo oTme-
TUTb UX COOTBETCTBME MEAULMHCKUM TpeboBaHMAM B OTCYTCTBUE CUCTEM PedEpPEHTHbIX U3MEPEHUN, NMPUHAHHBLIX Ha
OCHOBE KOHCEHCYCa Ha MexayHapoaHoM ypoBHe. Kputepun kavectea B Buae 95 %-HOro npoueHTUns, NpYMeHsieMbIn K
pesynbTatam Bcex nabopatopuii, onpeaensiowmnx ogHY 1 Ty e BENUYUHY, He YU TbIBAeT TOro hakTa, YTo Kaxgas meToam-
Ka MOXeT [jaBaTb pe3ynbTarbl, OTINYHbIE OT APYIMX MeTOAMK. B Takmx criyydasix ucnonb3oBaHue eauHoro NpunmcaHHoro
3HaYeHWs 4Nsi BCeX U3enui, onpeaensiolmx skobbl O4HO 1 TO Xe BELLLECTBO, SIBINAETCS HEKOPPEKTHLIM. [MoaToMy B 0THeTE
no umkny BOK cneayeT npeactaensite pe3ynbTaThl OTAENBHO ANS KaXKA0M rpynnbl TabopaTopuii, BbINOMHALKX AaHHYIO
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meToanky. Cneayet naberatb UCNOMNb30BAHNS HEKOPPEKTHOIO CPeAHEro 3HavYeH s pe3ynbTaToB Bcex naboparopuii Ans
OLEHKM XapaKTepUCTUK YCTPOMCTB, MPMMEHSIEMbIX 1S UBMEPEHUS TaKMX BENUYUH. [ocne JOCTUXEeHUst MeXayHapoaHOro
KOHCEHCYCa Mo cucTeme pedepeHTHbIX M3MEPEHUIA st TAKUX BENUYMH MOXHO ByaeT yCTaHOBUTBL UX NPUMNMCAHHOE UK
pedepeHTHOE 3Ha4YeHme.

6.1.6 OpraHuzatop CBOK gomkeH cobpaTb nHdopMaumnio, CBA3aHHYIO ¢ pedyfbTatamMu, 4OCTaTOuHYH
AN X HaeXHOoW oueHKX (Hanpumep, nageHTudukaunst Habopa peareHToB, KanubpaTopa, U3MepUTENbHOMO
obopyaoBaHus).

6.1.7 3akmnoveHne o0 KauecTBe KOHKPETHOro N3aenns AomkHO ObiTb cAenaHo TONbLKO B TOM cryyae, ecriu
AaHHble BbinM Nofy4veHbl MpU BLIMNOIHEHUA OMepaTUMBHLIX NMPoLedyp, PEKOMEHAO0BaHHbIX MPon3BoguTenem
(HanpumMep, 3a4aHHOe codeTaHue «peareHT — KannMbpaTop — MHCTPYMEHT ).

Mpumedvanue 1— Crneagyer 3anpalwmeath y Nofib3oBaTenis MHQOpMaLuio 0 COGNI0AEHNN MHCTPYKLUK NPOU3-
BOAUTENS M3AENUsI NPY ero NCNorb30BaHuN.

M pnmMmevyaHune 2— Pe3yﬂbTaTbI, nony4veHHble OT YYaCTHUKOB, O KOTOPbIX M3BECTHO, YTO OHU HE CO6J'IIO,EI,aPOT
WHCTPYKUUIO NPON3BOAUTENA, HE crieayeT Ncnonb3oBaTb NP MOHUTOPUHIE KavecTBa JaHHOIo nsaenus.

6.2 MopAAoK OLEeHKU pe3ynbTaToB KONMUYECTBEHHOro aHanu3a Nno LiKarnaM COOTHOLUeHUN U
pasHocTen

6.2.1 OueHKa pesynbTaToB, Noy4YeHHbIX C MPUMEHeHeM n3aenuvs, AckHa 6blTb OCHOBaHa He TOMbKO
Ha MHANBUAOYaNbHOM W cpedHeM OTKITOHEeHUN pesybTaToB OT NPUMNMCaHHBIX 3HAYeHWA, HO 1 Ha Bapnaberb-
HOCTW (paccesaHNn) pesynbTaToB cpeaun NoNb3oBaTenei.

6.2.2 PacnpegeneHue pesynbTaToB AOMKHO GbiTb OLEHEHO B CaMOM Havare, YTo6bl BbISIBUThL HanvM4iue
npo6nem, CBA3aHHbIX CO cMellleHUeM U/uni BapnabenbHOCTbIO.

MpumevaHune 1—Jliobas N3 Nnepe"nCneHHbIX HUXKe XapaKkTepUCTUK MOXET BbISIBUTb He4OCTaTKN METOAUKM
Unv n3genusi.

CwmeleHune (cM. Takke 6.1.5) MOXKeT BO3HUKHYTb B pe3yrbTare, Hanprvmep:

- HeNpaBUIbHOMO BbINOMHEHUSI METOAVKU U3MEPEHUS;

- HenpaBuIbHON KanubpoBKMY;

- pasHoWi crnieunuyHoOCTU (Mexay MeToanKamm);

- YYBCTBUTENBHOCTY K UHTEpdEpPeHUnY;

- He4OCTaTOYHOTO COOTBETCTBUS CBOMCTB KOHTPOIbHbIX 06pa3LoB CBOWCTBAM HAaTUBHLIX NPO6.

Pasbpoc pe3ynbTaToB MOXeT BO3HWUKHYTb, HANpmep, B cryvae:

- HeNpaBUIbHOIO BbINOMHEHUSI METOAVKU U3MEPEHUS;

- pasnuuuii Mexay pasHbiMy NAPTUSIMU U3AENUN;

- YYBCTBMTENBHOCTY K BO3AEICTBMIO ONepaTopa Ui MHCTPYMEHTA;

- YYBCTBMTENBHOCTYU K NOBPEXAEHUAM U3AENuns Npu TPaHCNoOpTUPOBaHNMM UMW UCMONb30BaHUN.

MpumedvyaHue 2—M3aMmeHeHusi B paboTe MOryT ykasbiBaTb Ha pa3BuTre npobnemsbl. Hanpumep, yBenuyexHme
CMelLLeHNsI BMECTE C yBenuyeHrem pasbpoca pe3ynbsraToB MOXeT BO3HUKHYTh NPU UCMOMNb30BaHWM HOBbLIX NapTUi U3aenwn,
XapaKTePUCTUKU KOTOPbIX HENPEABUAEHHO OTNNYAIOTCS OT XapakTePUCTUK M3Zenuii U3 npeaplayLLmnx napTui.

6.3 OueHka pe3ynbTaToOB KadeCTBeHHOrNo aHanu3a no HOMUHalNbLHOWN wKane wnu
KONMnU4eCTBeHHOIro aHanusano Op,D,I/IHaanOVI wKane

6.3.1 PesynbTaTbl uccreaoBaHWUM No AnarHocTuke in vitro, kotopble B CBOK npuBoaaT K aHaNUTUYECKUM
pesynbTaTam 1 0bo3HavYeHnsIM Takoro BMaa, cnegyeT npeacTaBnaTh:
- MO HOMUHaNbLHOW LWKane.

MpnmevaHue 1—ccnegoBaHnsiMm No QUArHOCTUKE in vitro, KOTOPbIE AAl0T Takue pesynbTaThl, ABNAIOTCS,
HanpuMep, UccreaoBaHus:
- rpynn ABO nnun pesyc-chaktopa KpoBW, MMHOPHbIE (PEKO BCTPeYaloLWwmnecs) aHtuTena,
MOpPdONorMmn KNeTok KPOBY,
- HanMuMsi NN OTCYTCTBUSI MUKPOOPTraHU3MOB, BUPYCOB Wi BO30yauTenen MHPEKUMOHHBIX 3aboneBaHum,
- HanMuMsi NN OTCYTCTBUS cneundUYEeCcKNX aHTUTer,
Hanu4rsi UM OTCYTCTBMS FTEHOB UK onpegeneHHon nocnegosatensHocTn AHK;

nnn
- no OpﬂI/IHaJ'IbHOIZ wiKane.

MpunmevaHue 2— lpouegypamv QNarHOCTUKK in vitro, KOTOpbIe JAKOT pe3ynbTaTthl, NPeacTaBnsieMble Opau-
HarbHON LWKANOW, SBMSIOTCH, HAaNpUMep, M3MepeHne YCNOBHbIX KOHLEHTpauui 6ernka, rroKo3bl Uy KpOBK B MOYE.
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6.3.2 OueHkKa KavyecTBa U3genuin ns nccregoBaHnin ¢ NPUMeHeHNeM HOMUHAMbLHO W UNWU OpANHANBHON
WKan (Hanpumep, naeHTUUKaLNA MUKPOOPraHU3MOB UM CKPUHUHIOBLIE UCCNeoBaHNs Ha BUPYChI) OMKHA
6bITb OCHOBaHa Ha COOTBETCTBYIOLLUX NMPUHLMNAX.

MpwumeyaHune— MHorne oprainsatopsl CBOK ucnonb3ytoT Ans ykazaHHbIX UccregoBaHuii 6annbsHyo cucte-
MY, KOTOPYIO MOXHO MCMONb30BaTh A5 OLEHKM Ka4eCcTBa BbINONHEHUsl METOAMK, a Takxe Ansi OLeHKM OTAeNbHbIX Nabopa-
TOpui. [lnarHocTuyeckas HagexxHOCTb U BapuabenbHOCTb pe3ynbTaToB pasHbix NabopaTopuii SKBUBaNEHTHbI CMELLEeHN o
1 BapnabenbHOCTW B KONTMYECTBEHHOM aHanuae, Ho TPebyoT APYrMX CTaTUCTUHECKMX METOAO0B.

7 Ucnonb3oBaHWe pe3ynbTaToB AN UAEHTUPUKALUMN BO3MOXHbLIX HapyLUeHUX

7.1 B Tom cny4ae, ecnu gaHHele CBOK ykasblBaloT Ha HanmumMe BepoAaTHOM Npobnemsl, A0MKHO BbITb
npoBeaeHo AoNoHUTENbHOE UcciegoBaHue.

MpumevaHnue—[anHoie CBOK cnegyer cpaBHUTb C XapakTepuCTWKamu, 3asiBIEHHbIMW MOCTaBLLMKOM.
Ka4ecTBO MOXET GbITb MOBTOPHO OLIEHEHO C MCMONb3oBaHeM MeToaa Bornee BbICOKOTO METPOIOMMHYECKOro YPOBHS U COOT-
BETCTBYIOLLMX KITMHUYECKNX 06pasLoB.

7.2 TMpuobHapyxeHnn HegocTaTkoB U3genus opraHunsatopsl CBOK gomkHbl HemeaneHHo coobwmnTs 06
3TOM NPOU3BOANTENO MU YMTONHOMOYEHHOMY NpeacTaBUTeNto.

MpwnmeyaHue— Oprannsaropel CBOK moryT Takke npoMHOOpMUPOBaTh KOMMETEHTHLIE OPraHbI.

8 ApxuBupoBaHue
Bce OOKYMEHTbI, OTHOCALWNECA KYCTaHOBIEHUIO 3Haqu|/||7|, NMPUNMNCaHHbIX KOHTPOJIbHbIX oGpasu,aM, aon-

»XHbl 6bITb NOALIATEI XPaHUTbCA B Te4EeHNe YCTaHOBNIEHHOro nepmnoia sBpemMmeHn B COOTBETCTBUN C HaUNOHalb-
HbIMW NpaBuinamn.

9 MNMonuTuka BHewWwHen opraHn3auum

MonnTtnka CBOK gomkHa BkovaTh B cebs cobntogeHne aHOHUMHOCTU Y4aCTHUKOB A0 TeX Nop, noka
YHaCTHUKN HE OTKaXyTCA OT TpeGOBaHI/IFl COXpaHATb aHOHUMHOCTb.



rOCT EN 14136—2016

MpunoxeHune ZA
(cnpaBo4Hoe)

Pazpgensl HacTosiLero cTaHaapTa, Kacalolmecs cyllecTBeHHbIX TpeGoBaHuMit
unu gpyrux nonoxeHuin gupektue Eeponeickoro Coloza

HacTosiwun ctangapT nogroToBeH B pamMmKax NONHOMOYMIA, NONyYeHHbIX EBponerickum KoMMTETOM No cTaHZapTh-
3aumnmn ot EBponerickon komuccumn n EBponerickoit Accoumaumnm cBoOGO4HON TOProBIu, 1 B COOTBETCTBMM C TpeboBaHUsSMU
Oupektuesl EBponerickoro Cotosa 98/79/EC (nanee — OupekTuBbl).

CooTBeTCTBYE pasfernamM HacTOSIWEro cTaHgapra siBNsSieTCs OAHUM W3 YCINOBUA COOTBETCTBUSI KOHKPETHBLIM Tpe-
6oBaHnsM [IMpeKTUBEI, KacaloLencsi U CBsI3aHHON ¢ pernameHTamu EBponerickoii Accounaumnmn ceoboaHOM TOProenu.

MpepynpexaeHne! K npoaykuum, K KOTOPON NPUMEHSIIOTCS TpeBoBaHUsA HACTOSILLETO CTaHA4apTa, MoryT ObiTb Npw-
MeHeHbl Apyrue Tpebosannsi u Qupektnesl EC.
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MpunoxeHne OA
(cnpaBo4Hoe)

CBefieHMA 0 COOTBETCTBUN CChINTOYHbIX MeXxAayHapogHbIX CTaHOapPTOB
MeXrocygapctBeHHbIM CTaHOapTam

Ta6nwuuya JAA

0603Ha4YeHWe CCbINTOYHOro CreneHb 0603HaYeHre U HaMMEeHOBaHWe COOTBETCTBYHIOLLENO MEXrocy4apCTBEHHOro

MeXOyHapoaHOro ctaHgapTa | COOTBETCTBUSA cTaHgapTa

EN 375: 2001 — *

EN 12286:1998 — *

EN 45003:1995 — *

ENISO 15195 — *

ENISO 17511 IDT [OCT ISO 17511—2011 «W3penus meauuuHckne Ans AWArHoCTUKW in
vitro. NamepeHne BenuunH B Bronornveckux npobax. MeTtponornyeckasi
NPOCNEXNBAEMOCTb 3HAYEHUIA, NPUMNMCaHHbIX KanmbpaTopam 1 KOHTPOIb-
HbIM Matepuanam»

ISO 3534-1:1993 — *

EN ISO 18153 IDT [OCT ISO 18153—2011 «W3penus meanuumHckne Ans AWArHoCTUKW in

vitro. amepeHne BenuunH B Bronornveckux npobax. MeTtponornyeckas
NPOCNEXNBAEMOCTb 3HAYEHUN KaTanUTUYECKOW KOHUeEeHTpaumm depmen-
TOB, NPUMWCaHHbIX KAaNMGpPaTopaM U KOHTPOIbHLIM Marepranam»

BETCTBUA CTaHOAPTOB:

- IDT — ngeHTuuHble CTaHaapThbI.

* COOTBETCTBYOLNI MEXIOCYAapCTBEHHbIV CTaHAAPT OTcyTcTBYeT. [0 ero npuHATUSS peKOMeHZYyeTCs NCnonb3o-
BaTb NepeBod Ha PYCCKUI A3bIK AaHHOTO MeXdyHapodHoro ctaHaapTa.

MpumedyaHune—B HacTosiwel Tabnuue NCNONbB30BaHO crieyiolee ycroBHoe 0603Ha4eHne CTeneHn cooT-
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